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ABSTRACT

In order to acquire CE certification, Europe recognizes the authentication system of chemical protective clothing and
EN 14126 tests through protective clothing against infective agents. Europe has a '-B' on the chemical protective
clothing format, and certifies the quality of the protective clothing against infective agents. In Korea, which introduced a
European Chemical Protective Clothing System, KOSHA has conducting KCs safety certification through national safety
certification on chemical protective clothing, however Korea has not introduced the EN 14126 certification system, and
uses the name of the 'Level D' by quoting the OSHA of United States. We propose to solve this ambiguous problem of
terminology and introduce an EN 14126 certification system to protect medical staff and quarantine worker in Korea.
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Table 1.
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Mouth Disease Virus)’, Z=& SZ(HPA, Highly
Pathogenic Avian Influenza)’= 2|0 F7|Moz 7|
| QUCEH 2hH|2|ot= Lol MEZE O|F0{% OjMEZ
Dot=0l, X+ o= oMLy 410 o ZhE =t JHE
MEMZE dzid Aon, CHE HEH QoM 7|
2oL RE Lo7|7|= SHX|TH HRAK|T} 27| =
05 pm ~ 0.5 mme| OfF =2 ChM|ZE MEFO|Ct,
IMO2 0|52 O[d=E SHTICL o2t OjdE &
AR A F StLI7E 1 EHE| 2] Ok(Superbugs) 2l
O|Ct srmEtE|2|ot= EHdXof LHAo| &%t OME
FAz|™ AHIHZA FESE X2 BH-o| gle A=
RUCE  BEBOOIA Y ZHMIE R (VRSA,
Vancomycin-Resistant S. aureus) =& HEMZI LY &
M I A (MRSA, Methicillin-Resistant S. aureus)S 24
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EN 13795, surgical drapes, gowns and clean air suits, used as medical devices for patients, clinical

staff and equipment. General requirements or manufacturers, processors and products, test methods,
performance requirements and performance levels

Standard Performance High Performance

Characteristic Unit critical less critical less
area critical area area critical area

Resistance to microbial penetration-dry Logl0 < <
(ISO 22612) (CFU) N/A =2 N/A =2
Resistance to microbial penetration-wet -
(SO 22160) 1B =238 N/A 6,0 N/A
Cleanliness - microbial Logl0 < < < <
(ISO 11737-1) (CFU/dm2)
Cleanliness - particulate matter - - - -
(ISO 9073-10) IPM =35 =35 <3,5 <35
Linting Logl0 - < < -
(ISO 9073-10) (Lint count) =40 =40 =40 =40
Resistance to liquid penetration . < > .
(EN 20811) cm H20 20 10 =100 10
Bursting strength - dry . > < >
(EN ISO 13938-1) kPa =40 =40 =40 =40
Bursting strength - wet > -
(EN 1SO 13938-1) kPa =40 N/A =40 N/A
Tensile Strength - dry ~ > < >
(EN 20973-3) N =20 =20 >20 >20
Tensile Strength - wet N >0 N/A >0 N/A

(EN 20973-3)
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- Type 1/2/3/4/5/6
- Minimum requirements
- Customer choice.

- KFI(Level A/B/
= KOSHA(Type 112/3/4/5/5!

KFI )

Fig 1. Comparison of internal and external

standard in the chemical protective clothing.
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Table 2. ANSI/AAMI PB70 Level performancel for
isolation gown

Performance  Test Method Requirement
Level 1 AATCC 42 <45 g
AATCC 42 <10 g

Level 2 s atcc 127 >20 ¢mH20
AATCC 42 <10 g

Level 3 patcc 127 >50 ¢mH20
Level 4 ASTM F1671 Pass

-

st=o| o8 722 0= U |EQ #4g Ry
2 QI8SH st e HFOICE EZo| FOf
£ HEEDH, WS=EZ(AATCC 127), HHZ[0F HEXMEH
(KS K 1SO 22610, KS K 1SO 22612, ASTM F2101-14)
20 g5 MEH FHI| EX[M2| (EN 1149-5, KS K
05553 170 &= ME, Z7|Fo0te KS K ISO 9237) &
STHR| AlREEE /46t ol REAZEE A0z 7

_>..__

Zd A=A A E=50 iRE =4 ASAE =Y Aer

Table 3. ASTM F2407, performance property for
surgical gowns Intended for use in healthcare facilities

Performance Property Test Method
Tensile strength ASTM D5034
Tear strength ASTM D5587 or D5733
Seam strength ASTM D1683/D1683M
Lint generation ISO 9073-10

ASTM F 1868 or
ASTM D6701 or
ASTM E96/96M

Water vapor
transmission rate

Abrasion resistance ASTM D4966
Water 1mpact AATCC 42
penetration test
Hydrostatic test AATCC 127
Viral penetration test ASTM F1671
3. 7Y 0= A e 4Ed 4= Mg
232 HE U 2745

Q| Y MBH APY B L o B
g Uk A om0 ot Hols
Sk lon. nj4E % Hfoj2iAo|
thet Mg U AEHSSS Boltol aTMseS ORRisin
I

Table 4. EN 14126, performance requirements and test methods for protective clothing against infective agents

Test Description

ISO Test CE .
Method Certification LSS oty
ISO 16603 KS K ISO 16603

Mandatory
ISO 16604  test to get EN14126 KS K ISO 16604
Mark

ISO 22610 KS K ISO 22610
ISO/DIS 22611 @ Not Conformity
ISO 22612 KS K ISO 22612

Synthetic Blood Test (Screening Test for ISO 16604)
Resistance to Penetration by Blood-Borne Pathogen

Resistance to Penetration by Contaminated Liquid

Resistance to Penetration by Biological Contaminated
Aerosols

Resistance to Contamination by Solid Particles
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Fig 2. 1SO 16603
Synthetic Blood Test.
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Fig 3. 1ISO 16604

resistance test to penetration by blood-borne pathogen.
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Fig 4. 1ISO 22610 resistance test to penetration
by contaminated liquid.
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Fig 5. ISO/DIS 22611 resistance test to penetration
by biological contaminated aerosols.

Fig 6. ISO 22612 resistance test to contamination
by solid particles.
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